
Josephine M. Torrente 
Nyman, Phelps & McNamara, P.C: 
700 Thirteenth Street N. W. 
suite 1200 
Washington D.C. 200X-5929 

Re: 2004P-0334 

Dear Ms. Torrente: 

This is in response to your petition, dated July 23; 2004. In your ~~t~o~ you request that the 
Commissioner of Food and Drugs lake a&m to require ‘~~a~r~ra o~~~~o~ed single-use 
electrosurgical cutting and coagulation deeces and accessories to submit v~~d~t~~~ data, 
including cleaning, sterihzation, and ~n~ju~l perfYormance da~,d~~o~a~~g 
device wift remain substantially equivalent to its @edicate device after the maximum number of 
times the device is intended to be reprocessed. 

On September 29,2005, the.Food ti Drug Ad~i~~at~on~s (FDA) C:enter f?r Devioes and 
Radiological. Health (CDRH) published a notice entitled %&di@ Devir;as; ~epr~~s~ Single- 
Use Devices; Termination of Exemption fEom @&market ~o~~~~F~~~; ~~~~~~ern~~t.for 
Submission of Validation Data (enclosed),‘” The you have 
identified in your petition. The FDA has added X e~ro~r~~~ 
accessories to the list of reprocessed single-use devices (S~~).~~~~ sub@ct to premsrket 
notification requirements that will j~ow require submission of ~pp~~~~ntal va~j~~~~ data 
regarding cleaning, steriiization, arid fun . ~~~~0~’ 
added noncompression heart stablibizers ~~0~~ 3 on 
from premarket notification festiroments has &n terminated and far ~~~~ v~~d~t~on data are 
now necessary in a premarket notification, 

If you have any questio& about th.$ response, please contact lLiyrna Hanna of our 
Sttiat (301) 827-2971. 

ations 

Sincerejy yours, 

Cent& for Deices 
and ~ad~o~o~i~i He&h 


